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1. (Currently Amended) An immunoassay for assaying a &»iuk^ target antigen or a 
g^rum &r plasma p*r*tvrr> *4 

target antibody present ir^a whole blood sample, comprising the steps of: 

(a) mixing the whole blood sample with insoluble carrier particles which are sensitized 



antigen, wherein said particles are smaller them erythrocytes, to cause an immune agglutination 
reaction resulting in an immune agglutination reaction mixture,cdmprising agglutinated insoluble 
carrier particles and unaggiutinaied insoluble carrier particles; 

(b) introducing the immune agglutination reaction mixture to a flow cell/ irradiating the 
particles passing through the flow cell with laser light, and detecting scattered light generated 
thereby; 

(e) setting a first threshold value for distinguishing unaggiutinated insoluble, carrier 
particles from agglutinated insoluble: carrier particles and a second threshold value for 
distinguishing the agglutinated insoluble carrier particles from blood cells with regard to 
intensity of the scattered light; 

(d) distinguishing and counting the unaggiutinated insoluble carrier particles, the 
agglutinated insoluble carrier particles and the blood cells from the intensity of the scattered light 
detected in the step (b), in reference to the first and second threshold values set in the step (c) r so 
afr4e^taiiMi^^&i^^ amigfen-OjH&e-target antibody prese Bt4?^fe w^e 

u*K*g^$nated4nsel^^ 




with an antigen against the fcdlubkf target antibody or ah antibody against th efeek& k^ target 
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(e) j^uMr)£ a decree of aggl utination fr om the number of t he unagglu ti nated insolu ble 
caxricr particle s and the num ber of the agglu t inated insolub le c arrier partic les; 

(f ) converting the degree of agglutination into a concentra tion of the ^ 4eb^ target 
antig en or antibody in the w hole blood sample u sing a cali brati on curve sho wing a relatio nship 
between a d egree of aggl utination, tod a concentration of a target antigen or ant ibody; 
and 

fifl obtaim n&a corrected c oncentration of the ^lubij targ et antigen or an tibody based on 
th e follo wi ng formula; 

C-CO/n~B/Al 

wherein C is a corrected c oncentration , CO is "the -con centration of t he ^ofaa^ target 

antigen or antibody present in the whole blood sa mple, B is the nu mber of blood c ells and A is a 

A 

constant. 



2-4. (Cancelled) 

5, (Currently Amended) An immunoassay for assaying a-^ekibte^target antigen or a 
tege* antibody present jn a whole blood sample, comprising the steps of: 

(a) mixing the whole blood sample with insoluble carrier particles which are sensitized with 
an antigen against the fi fabfe|- targct antibody or an antibody against the^gJ^^ target antigen, 
wherein said particles are smaller than erythrocytes; to cause an immune agglutination reaction 
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j resulting in an immune agglutination reaction mixture comprising agglutinated insoluble carrier 

particles and unaggiutinaied insoluble carrier particles; 

(b) introducing the immune agglutination reaction mixture -to a flow cell, irradiating the 
particles passing through the flow cell with laser light, and detecting scattered light generated 
thereby; 

(c) setting a first threshold value for distinguishing unagglutinated insoluble carrier 
particles from agglutinated insoluble carrier particles arid a second threshold value for 
distinguishing the agglutinated insoluble carrier particles from blood cells with regard to 
intensity of the scattered Sight; 

(d) distinguishing and counting the unagglutinated insoluble carrier particles, the 
agglutinated insoluble carrier particles and the blood ceils from the intensity of the scattered light 
detected in the step (b) 9 in reference to the first and second threshold values set in the step (e} r se 

«^^kitiHatedrin i>o l ub le C ( H riei^pai^e»HM; 

(c) calculating a decree o f agglutinatio n from the n umber of the imagglutin ated insoluble 
: canjsf : ,p,aaicJes and t he number of the agglu tinated in soluble jgMjjgl^griicles; 

{Ilcoirvcriinfi the degree of agglutination i nto a conce ntration of the ^k^j[ ..targ^ 
gnty&n or. antibody in the wh ole blood sa mple using a calibration curve showi ng a relation ship 
betw een a degree-pf aeglut i nation-and a fconcentration-of ^fafegtarg'gt antigen or antibody: and 
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(giobtammg a mean corpusculer volume (MCV) in the whole blood sample, wherein the 

concentration of the^fe^target antigen or large* antibody present in the whole blood sample 

is corrected according to the MCV measurement and toe number of blood cells. 

6, (Previously Presented) The immunoassay according to claim 5 v wherein the mean 
corpusculer volume (MCV) is obtained from the scattered lights detected in the step (b), in 
reference to the threshold valuesset in the step (c), 

X 7. (Previously Presented) Th^ immunoassay according to claim 5, wherein correction 
according to the MCV measurement and the number of blood cells is made by use of the 
following formula: \^ 

C - CO / { 1 - (W X (MCV / !>)} , 
wherein^ CO, A and 8 arc the same as defined abJte y MC V is the MCV measurement of the 
sample and D is a constant. \ 

8. (Previously Presented) The immunoassay according to Claim 1, wherein the scattered 
light is forward scattered light 

9. (Previously Presented) The immunoassay according -to Claim 1, wherein the size of 
the insoluble carrier particles is 0, 1 ,u m to i .0 /u m. 
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10. (Previously Presented) The immunoassay according to Claim 1, wherein, in the step 

(a), the temperature is from 20 to 50°C and the time is from 15 . seconds to 20 minutes. 

1144. ((Cancelled). 

15. (New) The immunoassay accordbg to Claim 5,..wherein the scattered light is forward 
scattered light 

16. (New). The immunoassay according to Claim 5, wherein the size of the insoluble 
carrier particles is 0.1 urn to 1 .0 um. 

17. (New) The immunoassay according to Claim 5, wherein, in the step (a), the 
temperature is from 20 to 50 °C and the time is from 15 seconds to 20 minutes. 
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